02-19-04 • 01:5»PU FROlHtorehaM 4 Gowtd 


9t233»06t 


T-e44 9MT/0U H92 


DattMolM! mitUAJiyt9.2004 


, Slmtlofl 


FORM 1449* 

mFOWMATIONOlSCUOSUIUC STATSMKSrr 


DocfcctWuiHbcc 
n6u.6ausc] 




IN AM APPLICATION 


AfypUram: WU>eTAU 


aOto wvcni itaif if neccmy) 


FflincDaB: SBPTEMfiSt 
10^3003 


t|fOUt> Aft UirilUM'^^ g 



PATENT DOCUMENTS 


£XAMII4EII 

iNniAt 


DOCUMENTNO. 


DATE 


NAM£ 


CLASS 




FTLINCDATB 
IFAPPROnUATB 




5,464^53 


n/07/1995 


flOLOQKESIETAL. 














08/i2nd97 


WiLDEtAL 












3001^)047020 Al 




ROOTETAL. 






M 




9 


200M)B252$A1 


0S«J/2003 


ROOTETAZ. 














































































FOKEIGN ?AT£NT DOCUMENTS 




OOCUMBOTNa 


OA1B 


OOUNIKV 


CLASS 


SUBCLASS 


TRANSLATION 


YBS 


NO 


































































. 0Tl3C£RDDCnUM£^rIS(bcIwlmgA«llhor,Th^ . 








Cppy ofdie rnSBinaiiDiial Seaicb RepandttEdFebiutry 10, 2004 





















23552 



|r^--- I PMC CONSIOgRgP j t6> IP 

rf«l6|enceGonsUefed. whet^6r or not atdtlon b in confemianoo MPBP fiog: Ofa^ 



• •$uhsiiiu!BD]sdo6iir»SlalimnlFa^ Patent 8nOTf8dw»«oflH»:u a oepartr^ 

PAaMI'R(OTAT2(1MIW2Sft(ttW|Eisto 



Date Mailed: May 



2004 



Sheellori 



FORM 1449* 



INFORMATION DISCLOSURE STATEMENT 

IN AN APPLICATION 
i' (Use several sheets i f necessary) 



Docket Number 
n6l3.64USCI 



Applicaitofi NuihbefT 
10/^660,206 



Applicant: WILDETAL 



Filing Date: 09/IOQ003 | Group Art Q ^ 



^"^^Sl^^^ U.S. PATENT DOCUMENTS 


EXAMINER 
INITIAL 


DOCUMENT NO. 


DATE 


NAME 


CLASS 


SUBCLASS 


FIIJNO DATE 
IF APPROPRIATE 






























































































































































FOREIGN PATENT DOCUMENTS 




DOCUMENT NO. 


DATE 


COUNTRY 


CLASS 


SUBCLASS 


TRANSLATION 


YES 


NO 


































































OTHER DOCUMENTS (Including Author, Title* Date, Pertinent Pages. Etc.) 






Grubcr, M. et al., "Study of Viral Replication in HIV-Mnfected CEM T-Cdl Subclones Which Are Reduced in 
Their Ability to Form Syncytia,* AfOSJ^esearch and Human Retrayiruses^ VoL 8, Na 6, pp. 1 159- 1 14^ 
(June 1992) 





















23552 

MTCNV TftAMMAUOmCS 




EXAMINER 



DATE CONSIDERED 



EXAMINER; InlUal If referent consWer ed. whether or not dtatlon Is in conformanoe w«h MPEP 609; draw line through citation if not in eonlbfmancfi 
and not considered. Include copy of this form for next communication to the Applicant in« uuwiBn cuaaon ii nm m ooniorrnance 



*Sub5Uluta Disclosure Statement Form (PTO-1449) 



Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 



Dale Mined: APRIL 5. 2004 



Sheet 1 or5 



1 X ^ — 1 

FORM I44>* / 

INFORMATION DISCLOSURE S'^T^ENT 0\ 

1 ^AFR OS 20^ oj 

IN AN APPLICATION^^ ^ 


Docket Nunnbcn 
tl6I3.64USCt 


Application Nuihber: 
1(V660.206 


Applicant: WILD ETAU 


(Use sevoBl sheets if neccssaf^^^«|. euiftS^ 


Filing Date: SEPTEMBER 
10.2003 


Croup Aft Unit: 1648 



US. PATENT DOCUMENTS 


EXAMINER 
INITIAL 


DOCUMENT NO. 

< AAA Oil 


DATE 


NAME 


CLASS 


SUBCLASS 


FILING DATE 
IF APPROPRIATE 


♦ 




00/12/1997 


Wildctal. ^ 








5,656,400 






FOREIGN PATENT DOCUMENTS 




DOCUMENT NO. 


DATE 


COUNTRY 


CLASS 


SUBCLASS 


TRANSLATION 


YES 


NO 




WO 00/406 16 


07/13/2000 


PCT 












WO03/0S2122 


06/26/2003 


PCT 










































OTHER DOCUMENTS (fncluding Author, Title, Dale. Pertinent Pages, Etc.) 






Barin, F. et al., "Vims Envelope Protein of HTLV-HI Represents Major Target Antigen for Antibodies in AIDS 
Patients". ScicnccL 1094-1056 (May I98S) 


\ 




Brodeur ct al.. **Mouse-Human Myeloma Partners for the Production of Heterohvbridomas**. Monoclonal 
Antibody Praduction Tecfifiiq^ ^ ^pplMfOf^^ Marttl Ddcker, Ine , N<^w VnrV, 1 V< I (IQHT) 








Caffrcy ct al, Three-dimensional solution structure of the 44 kDa ectodomain of SI V eD4 1 EMBO J.. 
I7(]6):4572^5M (August 17. 1998) 








Caffrey et al, ^^Biophysical Characterization of gp4I Aggregates Suggests a Model for the Molecular Mechanism 
of HIV-assodated Neurotosical Damage and Dementia" J, Biol. Chem.. 275(261: 1 9877- 1 9882 (June 30, 2000) 








Calderone, T. ct al., **High^level Misincorporation of Lysine for Arginine at AG A Codons in a Fusion Protein 

Expressed in Escherichia coir. i. Mol. Biol.. 262:407-412 (Oct 1996) 








Cao, J. et a!., "Effects of Amino Acid Changes in the Extracellular Domain of the Human Immunodeficiency 
Virus Type I KD4r\ Journal of Viroloev. 67r5V2747.275S (May 1993) 








Chan, D. et al., "Evidence that a prominent cavity in the coiled coil of HIV type 1 gp4t is an attractive drug 
target". Proc. Nat|. Afif*. S^i, qSAr 95:15613-15617 (n«=««hrr tOQfl) 








Chan et al., "Core Structure of gp4l from the HIV Envelope Glycoprotein", figlL 89:263-273 (April 18, 1997) 


9 




Chan et al., **HI V Entry and Its Inhibition", £sU. 93:68 1 -684 (May 29, 1998) 



EXAMINER 



DATE CONSiOERED to/tCp/fil^ 



EXAMINER: Initblif reference considered, whether or not dtaUon is in conformance with MPEP 609; draw line through citation If not In confbmwnce 
andnotconsiderAtf. Include copy of this Ibmi for next oommunicatton to the AppOcant - 



'Substitute Disclosure Statement Form (PTO-1449) 



Patent and Trademark Ofnce; US. DEPARTMENT OF COMMERCE 



Date Mailed: APRILS. 2004 Sheet 2 of 5 



FORM 1449* 

INFORMATION DISCLOSURE STATEMENT 

IN AN APPLICATION 
(Use several sheeU if necessaiy) 


Docket Nufriber 
n6l3.64USCl 


Application Number 
10/660^06 


AppHcanU WILOETAL 


Filii^Daic: SEPTEMBER 
1012003 


Group Aft UniU 1648 







Chen, C-H., ct al., "A Molecular Oasp in ihe Human Immunodeficiency Virus (HIV) Type 1 TM Protein 
Determines the anti-HIV Activity of ^1 Derivatives: Implication for Viral Fusion*', J. Virol.. 69:3771-3777 
(June 1995) 








Clackson et al.. "Making antibody firagments using phage display libraries", Na^yty. 352:624-628 (Aug. 15. 1991) 








Connor, R. et aL, ^'Vpr is Required for EfTicienl Replication of Human Immunodenciency Virus Type-1 in 
Mononuclear Phagocytes", yusifigx 206:935*944 (1995) 








Cull, M.G., "Biotinylation of Proteins in Vivo and in Vitro Usinx Small Peolide Taas**. Methods Enzvmol:. 
326:430-400(2000) 








dc Rosny, E. et al., "Peptides Corresponding to the Hepuid Repeat Motift in the Transmembrane Protein {gp41) 
of Human Invnunodeficiency Virus Type 1 Elicit Antibodies to Receptor-Activated Conformations of the 
Envelooe Glvcoorotein-. Journal of Virolojrv. 75(l8):8859-fi863 (Sept. 2001) 








Doering, D. et al., ''Cysteine Scanning Mutagenesis at 40 of 76 Positions in Villin Headpiece Maps the F-Actin 
Binding Site and Structural Features of the Domain" Biochemistrv. 35:12677-12685 (1996) 








Dong, X. et al., and C-domains of HfV-l gp4l: mutation, structure and functions". Immunolosv Letters. 
75:215-220(2001) 








Dwycr, J. et al, *The Hydrophobic Pocket Contributes to the Structural Stability of the N-Tenminal Coiled Coil 
of HIV gp4| but Is Not Required for Six-Helix Bundle Fomation*'. Biochemistrv. 42:4945-4953 (2003) 








Earl, P. ct al.» **Epitopc Map of Human framunodcficicncy Virus Type 1 gp41 Derived from 47 Monoclonal 
Antibodies Produced by Immunization with OligonKric Envelope Protein", JLYilsL 71:2674-2684 (April 1997) 








Furuta, R. et al., "Capture of an early fusion-active conformation of HI V-l si>4r. Nahire Structural Bioloev. 
5(4):276.279 (April 1998) 








GodinR. Monoclonal Antibodies: PrinciDle^ ar^l JPrflc^j^e, Acudemic P»«, 50.10^ (lom) 








Coldlne et aU Aids Res. Hum. RetrovfmsesL 8:1607.1612 n9Q2i 








Golding, H. et al., **LFA-I Adhesion Molecules Are Not Involved in the Early Stages of HIV-I en^Medtated 
Cell Membrane Fusion". Aids Research and Human Retroviruses. 8r9): 1593-1508 (StpL 1002) 








Golding, H. et al.. **Di$$ection of Human Immunodeficiency Virus Type I Entry with Neutralizing Antibodies to 
jn>41 Fusion Inlcnnediates-. Journal of Viroloov. 76(13V6780./i79n (Inly 1002) 


\ 


r 




He et al., ''Peptides Trap the Human Immunodefictency Virus Type 1 Envelope Glycoprotdn Fusion Intermediate 
at TWO Sites". Journal of ViioIobv. 77(31:1666.1671 (Feh 2001) 



EXAMINER ^ 


DATE CONSIOERED loj 10,160 \ 


EXAMINER' tniUdl/f 
andnotoon8iderod.v 


eterenoo oonaidered, wtiethor or not diaUon Is in conlbmtanoe with MPEP 609; dranv Une through cftatlon if not in oonfonnance 
ndude copy of this fomi for next oonununlcatlon to the Applicant. 



-Substitute IXsdosure Statement Fomi (PTO-1449) Patent and Trademark Offloe: U.S. DEPARTMENT OF COMMERCE 



Date Mailed: APRILS. 2004 



Sheet 3 of 5 



FORM 1449* 

INFORMATION DISCLOSURE STATEMENT 

IN AN APPUCATION 
(Use severe} sheets if necessary) 


Docket Nundwr 
|]613.64USCI 


Applicfttion Number: 
IQ/660;206 


Applicant WILDETAL 


FihngDaie: SEPTEMBER 
10,2003 


Group Aft Uiii: 1648 







Holmes ct al.. "fiactcnophaxe Disolav of ChvmotrvDsin Inhibitor 2". Protein Pcotide Letters. 3/6^41 5^22 
(1996) 








Jiang» S. et al.. "HI V-l inhibition by a peptide*** Nature. 365: 1 1 3 (Sept 9. 1 993) 








Jiang, S. et al., '*A C^nfofmatton-Specine Monoclonal Antibody Reacting with Fusion-Active gp41 from the 
Human Immunodeficiency Virus Tvoe 1 Envelooe Gl vcoorolcin". Journal of Viologv. 72n 2V 1 02 n. I M 1 7 (nee. 
1998) 








Jiang. S. el al. "Peptide and Non-peotide HIV Fusion Inhibitors'-. Current Pharmaceurical Desim. S:S63.S80 
(2002) 








Jonak, Z. et al., "A Human Lymphoid Recombinant Cell Line with Functional Human Immunodenciency Virus 
Type t Envelope**. AIDS Research Human Retroviruses. 9f n:23-32 fJan. 1993) 








Kemble, G. et al., *^lntermonomer Disulfide Bonds Impair the Fusion Activity of Influenza Virus 
Hemagglutinin". J. ViroL 66:4940-4950 (Aug. 1992) 








Kilby, J. et al., "Potent suppression of HIV*I replication in humans by T-20, a peptide inhibitor of gp4l -mediated 
virus cntrv". Nature Medicine. 4/1 1VI302-1307 fNov. 1998) 








Kohler, G. et al.. "C^tinuous cultures of fused celts secretins antibody of predefined specificity". Natu|T. 
256:495-497 (Aug. 7, 1975) 








Kozbor, D. et al, "A Human Hybrid Myeloma for Production of Human Monoclonal Antibodies" Journal 
Immunology. 133/6^:3001-3005 rOec. 1984) 








Uue. T. et al., "Analytical Ultracentrifugatton in Biochemistry and Polymer Science", Harding, $.&, Rowe. A J., 
and Horton^ J. (X. Eds.. Royal Society for Qiemistry. Qmibridgc. United Kingdom, pp. 90-125 (1992) 








Lottenbcrg, R. et al.. "Assay of Coagulation Proteases Using Peptide Chromogenic and Fluorogenic Substrates". 
MelhOffs m EpffYmftlPKYr 80:341-361 (1981) 








Uuis. J. et aJ., "Design and Properties of Ncargp41. a (3iimeric gp41 Molecule with Nanomolar HIV Fusion 
Inhibitory Activity^. Journal of Bioloaical ChonistTY. 276f3 n:29485.29489 <2001) 








Louis, J. et al, "Covalent Trimers of the Internal N-terminal IVimeric Coiled-coil of gp41 and Antibodies 
Directed against them are Potent Inhibitors of HIV Envelope-mediated Cell Fusion" Jounnal of Biotoncal 
Chemistry. 278(22):20278-20285 (2003) 








Lu, M. ct al., "A trimcric structural domain of the HI V-l transmembrane ftlvcoprotein". Nature Struct. Biol. 
2:1075-1082 (Dec, 1995) 








Lucie, et al., "Secretion in Escherichia co!i and phage-display of recombinant insulin-like growth factor 
binding nrotcin.2. Australia Journal of Bfot^hnPlVRy. 61-95-108 (1998) 



^"^^'^ i ^ I DATE CONSIDERED U> L ^Qfa 

EXAMINER: Initial if (tference considered, whether or not citation Is In conformanco with MPEP 609; tfraw Kne through dlaOon if not In confomnanoe 
and not considered. Ihclude copy of this form for next communication to the Applicant 



'Substitute Oisdoaure Statement Forni (FrO-1449) 



Patent and Trademaik OHloe; U.8. DEPARTMENT OF COMMERCE 



Oale Mailed: APRIL 5, 2004 



Sheel4or5 



FORM 1449* 

INFORMATION DISCLOSURE CTATEMENT 

INANAPPUCATION 
(Use several sheets if neeessaiy) 


Docket Number 
n6l3.64USC] 


Appticatiofi Numlber 
10/660;K06 


Applicant: WILDETAL 


Filing Date: SEPTEMBER 
IO.20Q3 


Group An Unit 1648 j 



y 




Lusso, P. et a!., "Growth of Macrophage-Tropic and Primary Human Immunodeficiency Vinjs Type 1 (HIV- 1) 
Isolates in a Unique CD4* T-Ctll Clone (PMI): Failure to Downregulatc CD4 and (o Interfere with Cdl-Une- 
TroDic HIV- 1 . Journal of Virology. 69(£):171M720 (June IQQ«) 








Marks, J. et aL, -By-passing Immunization: Human Antibodies from V-gene Ltl)raries Displayed on Phase*. L 
Mol. HioL> Z22(3):S8 1-^97 CDec. 1991) 








Mathews, D. et al., 'Substrate Phage: Selection of Protease Substrates by Monovalent Phase Display^. Science. 
2o:lll3-l 117 (1993) 








Micheal, N. et al., "In vitro and in vivo characterization of a recombinant carboxypcptidase G2::anti-C£A scFv 
fusion DTOtetn**. lmntHnot^hno|oRy, 2:47-57 (19Q£) 








Muster, T. et al,, -A Conserved Neutralizing Epitope on gp4l of Human Immunodeficiency Virus Type r.X 
Virol.. 67:6642-6647 (Nov. 1993) 








Muster, T. et al., "Cross^Neutralizing Activity ^inst Divergent Human Immunodeficiency Virus Type t isolates 
induced by the gp4l Sequence ELDKWAS". J.Virol.. 68:4031-4034 (June 1994) 








Root, M. et al., *Trotcin Design of an HIV-1 Entry Inhibitor"*. Sciences 291:884-888 (Feb. 2. 2D0I) 








Satlentau, Q. et al., **ConfbrmBtional Changes Induced in the Human Immunodeficiency Virus Envelope 
Glycoprotein by Soluble CD4 Binding". J, ^j^p, MP^r 1 74:407^1 5 (Aug i ooi ) 








Sattcntau, T. et al., "Human Inununodcficicncy Virus Type 1 Neutralization is Determined by Epitope Exposure 
on thcKPUO Oliliomcr". J. Exp, Mc<l.r 182:185.1915 (July 100<;) 








Stwdicr» F. et aK. -Use of T7 RNA Polymerase to Direct Expression of Cloned Genes" Methods in Bnzvmoloffv. 
1 85:60-89 (1 990) hiimi umiwul. 








Tan, K. et aL, **Atomjc structure of a thermost^le subdomain of HIV- 1 «i>4 r. Proc. Natl. Acad. Sci. USA. 
94:12303-12308 (Nov. 1997) "^i^.Tjao. 








TYaey. P. et al.. 1>latelet Factor Xa Recemor". Methods fn EflZYmvlffRY. (i oo7) 








VanOott, T. el al., "Antibodies with Specificity to Native gpl 20 and Neutralization Activity against Primary 
Human Immunodeficiency Vims Type 1 isolates Elicited by Immunization with Oliaomeric ffDl60". J. Virol.. 
71 :43IM330 (June 1997) 








Weiss, C et al., "Studies of HIV-1 envelope glycoprotein-mediated fbsion using a simple fluorescence assay*'. 
AIDS, 10:241-246(1996) * 




4) 




Wei»enhom, W. el al,, "Atomic strucmre of the ectodomain from HIV-I gp4r, Nanire. 387:426^30 (May 







EXAMINER A\ ^ 


DATE CONSIDERED |A 


1 


EXAMINER: InhaAir reference considered, whether or not citation la m oontdmoanoe with MPEP 609; dra 
and not conshter^ Include copy of this foim fior next oommunlcafion to the AppBcant 


w line through dtation if not in oonfomrtance 


*SubsUhite Disclosure Statement Fbmi (PT0>1449) 


Patent and Trademaik Office; U.S. DEPARTMENT OF COMMERCE 



Date Mailed: APRIL 5. 2004 



ShtetSofS 



FORM 1449* 


Docket Number 


AppUeation Nuiribcr 


INFORMATION DISCLOSURE STATEMENT 


I16I3.64USCI 


10/660^ 


IN AN APPLICATION 


Applicant: WILDETAL 


(Use scvcrel sheets if neecssaiy) 


FiKngDate: SEPTEMBER 


Group Art Umu 1648 




10^2003 









Wcng, Y. ct al.. '*Mutattona) Analysis of Residues in the Coiled-Cbil Domain of Human Immunodeficiency Vims 
TvDC 1 Transmembiane Protein Journal of Virolo^. 72^121:9676-9682 <Dec. 1998) 








White, J. et el., "Anti-Pcpttde Antibodies Detect Steps in a Protein Confonnational Change: Low-pH Activation 
of the Influenza Virus Hemaffeiutinin^ J. Cell Biol.. 105:2887.1 896 IDce. 1987> 








Wild, C Ct a].. **A Synthetic Peptide from HIV-1 gp4 1 is a Potent Inhibitor of Virus-Mediated Cell-Cell Fusion**, 
AIDS Res. Hum. Retroviruses. 9:1051-1053 fNov. 19931 








Wild, C. et a).» *^e Inhibitory Activity of an HIV Type t Peptide Correlates with its Abtiity to Interact with a 
Leucine Zioner Structure". AIDS Res. Hum, Retroviruses. 11:323-325 fMarch 19951 








Wild, C et at., **A synthetic peptide inhibitor of human immunodeficiency virus replication: Correlation between 
solution structure and viral inhibition^ Proc. Natl. Acad. Sci. USA. 89:10537.10541 (Nov. 19921 








▼V iiu, ^ al., r cpiiucs cw 1 capoiioixi|j ID s pmuwiivc ornciiGai iHjiiiaiii Qi numaii inunuiiiiKiCiiciency vuin type 
1 ffD4l are Dotent inhibitors ofvirusinfection^ Proc. NatL Acad. Sci. USA. 9 1:9770.9774 (Oct 19941 








Wild. C et al.» '^Propensity for a leucine zipper-likc domain of human immunodeficiency virus type 1 gp4l to 
form oligomers corrdales with a role in virus-induced fusion rather than assembly of the glycoprotein complex", 
Prpc. Ni,tl, Acad. Set. USA. 91: 12676-12680 f Dec. 1994) 








Wild, C et al.» "A synthetic peptide inhibitor of human immunodeficiency virus replication: Correlation between 
solution structure and viral inhibition*'. Proc. Natl. Acad. Sci. USA. 89:10537-10541 (Nov. 1992) 








Wingfield, P. el al., **The extracellular domain of immunodeficiency virus gp41 protein: Expression in 








Wung, J. ct al., **Selection of phage-<iisplayed superantigen by biiKling to eelt-surface MHC class ir. Journal of 
Immunolorical Methods. 204(|):33.41 (1997) 








Xu, J-Y et al., **Epitope Mapping of Two Domains of gp4 1 , the Thuismenibrane Protein of Human 
Immunodeficiency Virus Tvoe 1. Usinft Ten Hurnan Monoclonal Antibodies**. J. Virol.. 65:4832-4838 fSeot 
1991) 






Copy of International Search Report mailed June 6, 2000 



23552 

rATBfrmofMAMcomCB 



EXAMINER 




DATE CONSIDERED / t /Ofc 



EXAMINER: tnlvai If reference considered, whether or not citation Is In oonlonnance VMth MPEP 609; draw line through titatlon If not in confomtanoe 
and not oonsMeied. Indude copy of this form for next oommunlcation to the Applicant 



'SubsUtute Disclosure Statement Form (PTO-1449) 



Patent and Trademark omee; U.S. DEPARTMENT OF COMMERCE 



